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(d) Financial liability for failure to de-
liver valid notice. An MA organization is
financially liable for continued serv-
ices until 2 days after the enrollee re-
ceives valid notice as specified under
paragraph (c) of this section. An en-
rollee may waive continuation of serv-
ices if he or she agrees with being dis-
charged sooner than 2 days after re-
ceiving the notice.

[68 FR 16667, Apr. 4, 2003, as amended at 75
FR 19812, Apr. 15, 2010]

§422.626 Fast-track appeals of service
terminations to independent review
entities IREs).

(a) Enrollee’s right to a fast-track ap-
peal of an MA organication’s termination
decision. An enrollee of an MA organi-
zation has a right to a fast-track ap-
peal of an MA organization’s decision
to terminate provider services.

(1) An enrollee who desires a fast-
track appeal must submit a request for
an appeal to an IRE under contract
with CMS, in writing or by telephone,
by noon of the first day after the day of
delivery of the termination notice. If,
due to an emergency, the IRE is closed
and unable to accept the enrollee’s re-
quest for a fast-track appeal, the en-
rollee must file a request by noon of
the next day that the IRE is open for
business.

(2) When an enrollee fails to make a
timely request to an IRE, he or she
may request an expedited reconsider-
ation by the MA organization as de-
scribed in §422.584.

(3) If, after delivery of the termi-
nation notice, an enrollee chooses to
leave a provider or discontinue receipt
of covered services on or before the
proposed termination date, the en-
rollee may not later assert fast-track
IRE appeal rights under this section
relative to the services or expect the
services to resume, even if the enrollee
requests an appeal before the dis-
continuation date in the termination
notice.

(b) Coverage of provider services. Cov-
erage of provider services continues
until the date and time designated on
the termination notice, unless the en-
rollee appeals and the IRE reverses the
MA organization’s decision. If the
IRE’s decision is delayed because the
MA organization did not timely supply
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necessary information or records, the
MA organization is liable for the costs
of any additional coverage required by
the delayed IRE decision. If the IRE
finds that the enrollee did not receive
valid notice, coverage of provider serv-
ices by the MA organization continues
until at least two days after valid no-
tice has been received. Continuation of
coverage is not required if the IRE de-
termines that coverage could pose a
threat to the enrollee’s health or safe-
ty.

(c) Burden of proof. When an enrollee
appeals an MA organization’s decision
to terminate services to an IRE, the
burden of proof rests with the MA orga-
nization to demonstrate that termi-
nation of coverage is the correct deci-
sion, either on the basis of medical ne-
cessity, or based on other Medicare
coverage policies.

(1) To meet this burden, the MA orga-
nization must supply any and all infor-
mation that an IRE requires to sustain
the MA organization’s termination de-
cision, consistent with paragraph (e) of
this section.

(2) The enrollee may submit evidence
to be considered by an IRE in making
its decision.

(3) The MA organization or an IRE
may require an enrollee to authorize
release to the IRE of his or her medical
records, to the extent that the records
are necessary for the MA organization
to demonstrate the correctness of its
decision or for an IRE to determine the
appeal.

(d) Procedures an IRE must follow. (1)
On the date an IRE receives the enroll-
ee’s request for an appeal, the IRE
must immediately notify the MA orga-
nization and the provider that the en-
rollee has filed a request for a fast-
track appeal, and of the MA organiza-
tion’s responsibility to submit docu-
mentation consistent with paragraph
(e)(3) of this section.

(2) When an enrollee requests a fast-
track appeal, the IRE must determine
whether the provider delivered a valid
notice of the termination decision, and
whether a detailed notice has been pro-
vided, consistent with paragraph (e)(1)
of this section.

(3) The IRE must notify CMS about
each case in which it determines that
improper notification occurs.
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(4) Before making its decision, the
IRE must solicit the enrollee’s views
regarding the reason(s) for termination
of services as specified in the detailed
written notice provided by the MA or-
ganization, or regarding any other rea-
son that the IRE uses as the basis of its
review determination.

(56) An IRE must make a decision on
an appeal and notify the enrollee, the
MA organization, and the provider of
services, by close of business of the day
after it receives the information nec-
essary to make the decision. If the IRE
does not receive the information need-
ed to sustain an MA organization’s de-
cision to terminate services, it may
make a decision on the case based on
the information at hand, or it may
defer its decision until it receives the
necessary information. If the IRE de-
fers its decision, coverage of the serv-
ices by the MA organization would con-
tinue until the decision is made, con-
sistent with paragraph (b) of this sec-
tion, but no additional termination no-
tice would be required.

(e) Responsibilities of the MA organiza-
tion. (1) When an IRE notifies an MA
organization that an enrollee has re-
quested a fast-track appeal, the MA or-
ganization must send a detailed notice
to the enrollee by close of business of
the day of the IRE’s notification. The
detailed termination notice must in-
clude the following information:

(i) A specific and detailed expla-
nation why services are either no
longer reasonable and necessary or are
no longer covered.

(ii) A description of any applicable
Medicare coverage rule, instruction or
other Medicare policy including cita-
tions, to the applicable Medicare policy
rules, or the information about how
the enrollee may obtain a copy of the
Medicare policy from the MA organiza-
tion.

(iii) Any applicable MA organization
policy, contract provision, or rationale
upon which the termination decision
was based.

(iv) Facts specific to the enrollee and
relevant to the coverage determination
that are sufficient to advise the en-
rollee of the applicability of the cov-
erage rule or policy to the enrollee’s
case.
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(v) Any other information required
by CMS.

(2) Upon an enrollee’s request, the
MA organization must provide the en-
rollee a copy of, or access to, any docu-
mentation sent to the IRE by the MA
organization, including records of any
information provided by telephone. The
MA organization may charge the en-
rollee a reasonable amount to cover
the costs of duplicating the informa-
tion for the enrollee and/or delivering
the documentation to the enrollee. The
MA organization must accommodate
such a request by no later than close of
business of the first day after the day
the material is requested.

(3) Upon notification by the IRE of a
fast-track appeal, the MA organization
must supply any and all information,
including a copy of the notice sent to
the enrollee, that the IRE needs to de-
cide on the appeal. The MA organiza-
tion must supply this information as
soon as possible, but no later than by
close of business of the day that the
IRE notifies the MA organization that
an appeal has been received from the
enrollee. The MA organization must
make the information available by
phone (with a written record made of
what is transmitted in this manner)
and/or in writing, as determined by the
IRE.

(4) An MA organization is financially
responsible for coverage of services as
provided in paragraph (b) of this sec-
tion, regardless of whether it has dele-
gated responsibility for authorizing
coverage or termination decisions to
its providers.

(f) Responsibilities of the provider. If an
IRE reverses an MA organization’s ter-
mination decision, the provider must
provide the enrollee with a new notice
consistent with §422.624(b) of this sub-
part.

(g) Reconsiderations of IRE decisions.
(1) If the IRE upholds an MA organiza-
tion’s termination decision in whole or
in part, the enrollee may request, no
later than 60 days after notification
that the IRE has upheld the decision
that the IRE reconsider its original de-
cision.

(2) The IRE must issue its reconsid-
ered determination as expeditiously as
the enrollee’s health condition requires
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but no later than within 14 days of re-
ceipt of the enrollee’s request for a re-
consideration.

(3) If the IRE reaffirms its decision,
in whole or in part, the enrollee may
appeal the IRE’s reconsidered deter-
mination to an ALJ, the MAC, or a
Federal court, as provided for under
this subpart.

(4) If on reconsideration the IRE de-
termines that coverage of provider
services should terminate on a given
date, the enrollee is liable for the costs
of continued services after that date
unless the IRE’s decision is reversed on
appeal. If the IRE’s decision is reversed
on appeal, the MA organization must
reimburse the enrollee, consistent with
the appealed decision, for the costs of
any covered services for which the en-
rollee has already paid the MA organi-
zation or provider.

[68 FR 16667, Apr. 4, 2003, as amended at 75
FR 19812, Apr. 15, 2010; 76 FR 21569, Apr. 15,
2011]

Subpart N—Medicare Contract
Determinations and Appeails

SOURCE: 63 FR 35113, June 26, 1998, unless
otherwise noted.

§422.641 Contract determinations.

This subpart establishes the proce-
dures for making and reviewing the fol-
lowing contract determinations:

(a) A determination that an entity is
not qualified to enter into a contract
with CMS under Part C of title XVIII
of the Act.

(b) A determination to terminate a
contract with an MA organization in
accordance with §422.510(a).

(c) A determination not to authorize
a renewal of a contract with an MA or-
ganization in accordance with
§422.506(b).

§422.644 Notice of contract determina-
tion.

(a) When CMS makes a contract de-
termination, it gives the MA organiza-
tion written notice.

(b) The notice specifies—

(1) The reasons for the determina-
tion; and

(2) The MA organization’s right to re-
quest a hearing.

§422.660

(c) CMS-initiated  terminations—(1)
General rule. Except as provided in
(c)(2) of this section, CMS mails notice
to the MA organization 90 calendar
days before the anticipated effective
date of the termination.

(2) Exception. If a contract is termi-
nated in accordance with
§422.510(b)(2)(1) of this part, CMS noti-
fies the MA organization of the date
that it will terminate the MA organiza-
tion’s contract.

(d) When CMS determines that it will
not authorize a contract renewal, CMS
mails the notice to the MA organiza-
tion by August 1 of the current con-
tract year.

[63 FR 35113, June 26, 1998, as amended at 72
FR 68724, Dec. 5, 2007; 75 FR 19813, Apr. 15,
2010]

§422.646 Effect of contract determina-
tion.

The contract determination is final
and binding unless a timely request for
a hearing is filed under 422.662.

[72 FR 68724, Dec. 5, 2007]

§422.660 Right to a hearing, burden of
proof, standard of proof, and stand-
ards of review.

(a) Right to a hearing. The following
parties are entitled to a hearing:

(1) A contract applicant that has
been determined to be unqualified to
enter into a contract with CMS under
Part C of Title XVIII of the Act in ac-
cordance with §422.501 and §422.502.

(2) An MA organization whose con-
tract has Dbeen terminated under
§422.510 of this part.

(3) An MA organization whose con-
tract has not been renewed under
§422.506 of this part.

(4) An MA organization who has had
an intermediate sanction imposed in
accordance with §422.752(a) through (b)
of this part.

(b) Burden of proof, standard of proof,
and standards of review at a hearing. (1)
During a hearing to review a contract
determination as described at
§422.641(a) of this subpart, the appli-
cant has the burden of proving by a
preponderance of the evidence that
CMS’ determination was inconsistent
with the requirements of §422.501 and
§422.502 of this part.
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